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From : Sin Hang lea, .M.D., Fleming&r, Inc. 
Petitioner for ibe Green Tea Q 
Return Fax: 203 385-3032 

To: Food and Drug’ Adminisiratton, Cer$er for Food,Sadety and Applied Nutrition. Harley 
W, Wiley Audit@um, 5100 Paint Branch Pkwy., College ~ark~.MD 20740. 

RE: Public Meeting tin November 17,2005 Docket No. 2005N-0413 

Via FAX: 301-827-6870 

Re: Confusing tan’guage pf the FDA food quatifJed health ctatms is the result of fatture of the 
FDA to follow its own rules in tha review prowess&-double s~nd~~d is apptiad in various 
petitions. 

Dear parlicipanls: 

I am the petitioner for the green tea quali$ied heetth claim approved ,by e FDA under.docket 
No. 2004Q-0083. This health claim Fntains the most contusing language to the consumers. 
The FDA violated ifs own: rules In the tavi,ew process at Jeast in the foti~w~ng counts, which led 
lo the confustng and misleading tenguegs. 

(1) The FDA vioialediits own tute by inserting the word$,“h~hty like&” In an approved claim, 
a vocabulary no1 included in any of the quatifted he&h c!sim c%&gortes. 

(2) The FDA violated #its own rule by iarbitrartty, setecfiverly, ~it~~er~tty, handpicktng two 
poorly designed studiis which were p&tjshed after the ~ubmi8ston date, namely the 
afftcial closing dale, 6f the origtn~t petttion as the negative w.~ig~J~g e\riUance Zo counter 
the positive evtder$ze ?uprjortive of gr%en Rea as an ef~~~~ive,fu~~~ion~l food against 
breast cancer and pro&a& can&r (per ruttngs of Or. Barbara Sohr%eman and Mr. 
Michael M. tanda). 

(3) The FDA apptted the standard of requiring “stgniftc?nt s~jen~~fic evidence” (per. Dr. Kathy 
Ettwood In an tnter$ew with the Los Angeles Times reportcsrs), 8 standard set for 
unquatified health @atm ta evaluate ths green tea pett~to~” ir ~~~~t~~ for a qualified heallh 
ctatm, Thts standard has never been invoked in revtewtng ail ather qualified health claim 
petitions. 

t here&y request that this letter be placedas part of the remrd of Qod&y% meeting. 

Thank you for your cooper&ton. 

Sincerely yours, 


